STATE OF MARYLAND

Department of Health and Mental Hygicne
Martin O 'Malley, Governor — Anthony G. Brown, Lt. Governor - John M. Colmers, Secretary

MARYLAND BOARD OF PHARMACY

4201 Patterson Avenuee Baltimore, Maryland 21215-2299
Donald . Taylor, Board President - LaVerne G. Naesea, Executive Director

CERTIFIED MAIL RETURN RECEIPT REQUESTED
- ARTICLE #7008 1830 0001 1597 6468

May 11, 2010

Mr. Mehran Behnamfard
SinuRx Pharmacy

306 Reisterstown Road
Pikesville, MD 21208

Re: Permit No. P04471
Notice of Deficiencies, Imposition of Civil Monetary Penalty, and
Opportunity for Hearing

Dear Mr. Behnamfard:

On April 22, 2009, an annual inspection was conducted by the Board of
Pharmacy (the “Board”) to determine if SinuRx Pharmacy (the “Pharmacy”) was
in compliance with federal and state laws regarding the operation of a pharmacy.
The Inspection Report indicated that the Pharmacy was not in substantial
compliance with regulatory requirements regarding controlled drug inventory and
removal of expired drugs. A follow-up inspection was conducted on May 13,
2009, which indicated that the Pharmacy still lacked sufficient recordkeeping of
its controlled drug inventory. On February 23, 2010, the Board conducted an
inspection, which noted that there were approximately 50 outdated drugs in the
Pharmacy, incorrect recording of DEA numbers, and insufficient recordkeeping of
controlled drug invoices.

|. FINDINGS AND CONCLUSION

The Board adopts the findings of deficiencies as set forth in the Pharmacy
Inspection Reports dated April 22, 2009, May 13, 2009, and February 23, 2010,
and attached as Exhibits A, B, and C.

Based upon deficiencies cited at your Pharmacy, the Board finds that the
Pharmacy is in violation of the Maryland Pharmacy Act and the regulations
adopted thereunder. Specifically, the Board finds the Pharmacy in violation of
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Health Occ. Art. § 12-403(b)(1) and (12), Health Gen. Art. § 21-216, COMAR
10.34.12.01, and 21 CFR §§ 1304.21 and 1305.17.

Il. RECOMMENDED CIVIL MONETARY PENALTY

Under Maryland Health Occupations Article § 12-410 and COMAR
10.34.11, the Board of Pharmacy has the authority to impose a civil monetary
penalty based upon violations of the Maryland Pharmacy Act.

Based upon the deficiencies cited at the Pharmacy, the Board hereby
imposes a civil monetary penalty of $2,500.00. The deficiencies upon which
the civil monetary penalty is based are enclosed with this letter on Pharmacy
Inspection Reports dated April 22, 2009, May 13, 2009, and February 23, 2010.

In determining whether to impose a civil monetary penalty, the Board took
into consideration the following factors:

1. The extent to which the permit holder derived any financial benefit from
the unprofessional or improper conduct;

2. The willfulness of the unprofessional or improper conduct;

3. The extent of actual or potential public harm caused by the
unprofessional or improper conduct;

4. The permit holder's history or previous violations;

5. The existence of mitigating factors.

The civil monetary penalty is due within thirty (30) days of the date of
this Notice, in the form of a certified check of money order made payable to the
Maryland Board of Pharmacy.

lll. FOLLOW-UP INSPECTION

Please be advised that the Board has directed that a follow-up inspection
be performed of the Pharmacy no later than August 15, 2010, to insure that the
deficiencies noted the Report have been addressed and corrected. Should the
follow-up inspection indicate that the Pharmacy has not come into substantial
compliance, the Board may pursue further disciplinary action against the
Pharmacy that may result in the imposition of sanctions such as suspension,
revocation or additional monetary penalties.

V. OPPORTUNITY FOR HEARING




If the Pharmacy disputes any of the findings, conclusions or the civil
monetary penalty, the Pharmacy may request an evidentiary hearing on the
Board’s decision in this matter. In the event that the Pharmacy requests an
evidentiary hearing, the Board shall issue formal charges and a letter of
procedure. The hearing will be held in accordance with the Administrative
Procedure Act, Md. Code Ann. State Gov't § 10-201 ef seq., and COMAR
10.34.01. Any request for a hearing must by submitted in writing to Kimberly
France, Pharmacist Compliance Officer, Maryland Board of Pharmacy, 4201
Patterson Ave., 1% Floor, Baltimore, Maryland 21215, no later than thirty (30)
days of the date of this Notice.

Please he advised that at the hearing you have the following rights: to be
represented by counsel, to subpoena witnesses, to call witnesses on your own
behalf, to present evidence, to cross-examine witnesses, to tesfify, and to
present summation and argument. Should the Board find the Pharmacy guilty of
the violations cited in the Reports, the Board may suspend or revoke the
pharmacy permit, or impose civil penalties, or both. If you request a hearing but
fail to appear, the Board may nevertheless hear and determine the matter in your
absence.

Upon the Pharmacy's payment of the civil monetary penalty, this Notice
will constitute the Board’s final action with respect to the Inspection Reports
dated April 22, 2009, May 13, 2009, and February 23, 2010, and shall be a public
document in accordance with the Maryland Public Information Act.

If you have any questions concerning the instructions contained in this
letter, please contact Kimberly France, Pharmacist Compliance Officer, at 410-
764-5908,

Sincerely,

p(/ U Dot

LaVerne G. Naesea
Executive Director

cC: Chandra Mouli, Deputy Chief
Division of Drug Control

Linda M. Bethman, Assistant Attorney General
Board Counsel
Attachments
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MARYLAND BOARD OF PHARMACY

4201 Patterson Avenuee Baltimore, Maryland 21215-2299 . A
Donald Taylot, Board President - LaVerne G. Naesen, Executive Director

COMMUNITY PHARMACY INSPECTION FORM 1 - -

1. PERMITS AND LICENSES

Corporate Pharmacy Name 34 M?\\L F’?\\«CU( wmé

Pharmacy Name-Doing Basiness As (d/b/a) or TradeName ___ ' -
Street Address 30 X toceypun Rl Vikesyile MUD. 21208 ,
Rusiness Telephone Number 4/0-4/86— TR} 58, Business Fax Number ,
Maryland Pharmacy Permit Number YONY.7/ Txpiration _/&2 -3/~ oq '
CDS Registration Nuwmber A 24 ' Expiration ___ 6= 30:-/&

DEA Registration Nymber _2549 LliRb _ Expiration o2 -29-13

Pharmacy Hours: Mo Frs 834m73%m_H BB tom Sed Lloseed Suwn, 10am - 3pveny

Inspection Date: F-32-0 g J&ri{ral Time: /9. 2'@ m Departuxe Time: e ﬂ.é’}@m

Type of Tuspection: Opening @_ Follow-up ~Previous Date:
Name of Inspector: ﬁa/n/nﬁ) e V) {"H/yug(ﬁv’f CRWT
Y23 No : : ) !
A% The pharmacy department provides service 24 hours a day. ‘ . ;
COMAR 10.34.05. . ' i
- @ The pharmacy hours of operation are prominently displayed.
COMAR 10:34.05.038 ‘ ' . :
&0 All permits, licenses, and registrations are posted conspicuously. :
HO §12-311, HO §12-408(b) and HO §12-68-08
(15" The pharmacy performs sterile compounding. (If yes, complete Sterile
Compounding Inspection Form) COMAR 10.34.19
0 @/ The phannacy'pmvidés services to Long Term Care facilities or assisted living facilities.

(If yes, complete Long Term Care Inspection Form)
COMAR 10.34.23

E}@/The pharmacy fiils origm}ﬂ.prescriptions received via the internet,

If yes, how do pharmacists verify that a relationship exists between the patient and the prescriber.

HG §21-220; COMAR 10,19.03.02 and .07 , .

1
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2. PERSONNEL (COMAR 10.34.03.05)

. Name of Pharmacist/Manager who is charged with ensuring compliance with all applicable Jaws-

Mﬁz&,r‘ﬂ-’m B onoumto {

Pharmacist Employees License # Exp, Date
Vo qon Bebuseomboxd #1607 _ G-3be
(attach list if necessary)
- Registered Technicians Registration # Exp. Date
(attach list if necessary)
Support Personnel ‘ Title Duties

(attach kst if necessary)

3. PERSONNEL TRAINING
. / ~ s
YesNo No Techivaians

(101 Theres are policies and procedures to speoify duties that may be performed by ancillary
personnel under the supervision of a licensed pharmacist, COMAR 10.34.21.03A and C

0107 Al unlicensed personnel who perform tasks in the pharmaey receive documented training for the
tasks they perform. COMAR10.34.21.03D '

All personnel have recsived training i (check all that apply) COMAR 10.34.21 03B(3)-(4)
YesNo

uin Mainta’i_nin g records

(0 Patient confidentiality

[J01  Sanitation, hygiene, infection control

0O Biohazhrd precautions

OO Patient safety and medication errors COMAR 10.34.26.03

2
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Yes No

£J01 There is an ongolng quality assurance program that documents the competency and accuracy of all

assigned tasks. COMAR 10.34.21L.03B
4. SECURITY COMAR 10.34.05

Yes No

any period that the rest of the establishment is open. (If yes, briefly describe how access is
estricted.) COMAR 10.34.05.02A0 " ‘ )

(1 The pharmacy is designed to prevent unauthorized entry when the prescription area is closed during

- ) ~
A @Vd’!fi—m’ﬁ%’% \$ rsf,na/n Adwetg Some hours. , .

GH The pharmacy and/or pharmacy department fias’a security systom. COMAR 10.34.05.02A(2)
@f1 Entry access is restricted to pharmacists only, - COMAR 10.34.05.02A(3) o

5. PHYSICAL REQUIREMENTS AND EQUIPMENT

YesNo ,
@1 Pharmacy area is clean, neat, and organized, HO §12-403(b)(11)(i)2.

E}ﬁ The pharmacy provides a compounding service (non-sterile procedures).
YesNo .

@’6 If yes, the pharmacy maintains equipment that enables it to prepare and diépense
prescriptions properly within its scope of practice, COMAR 10.34.07.02

iﬁj The pharmecy has a Class A prescription balance and weights, or a prescription balance with
equivalent or superior sensitivity. COMAR 10.34.07.01A -

@] The éhannacy has hot and cold runming water.
DE/The medication refrigerator(s) contain non-prescription items. COMAR 10.34.07.01B Mec(l\c&'hl

¢di-O #1 The medication refrigerator(s) have a thermometer. COMAR 10.34.07.01B
O The current temperaturoe of the medication refrigerator(s) is between (3 6F-46F). Use

01 The current temperature of the pharmacy department is between [59 to 86 degrees Fl.
COMAR 10.34.05.02A(1)(2) ' ' -

I:?fl The pharmacy maintains a library of current reference sources consistent with its scope
of practice that is accessible to all appropriate personnel, COMAR 10.34.07.03

" ©f3 The pharmacy has online resources. HO §12-403(b)(15)

@ The pharmacy possesses the current edition of The Maryland Pharmacy Iaws and
Regulations. HO $12-403B)(10) ()

6. PRESCRIPTION LABELING, FILES, AND STORAGE

YesNe N -

Ef] Hard copy preseription files are majntzinéd chronologically for 5 years. HO §12-403(b)(13)
“The following label requirements are met if a drug is dispensed pursuant to a prescription.
HO §12-505 :

[

3
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. The name and address of the pharmacy; HG §21-221(a)(1)
’fhe serial number of the prescription; HG §21-221(a)(2)
The date the prescription was filled; HO §12-505(b)(1) and HG §21-221(a)(3)
The name of the prescriber; HG §21-221(a)(4) A
The name of the patient; HG §21-221(2)(5)()
The name and strength of the drug or devices; HO §12-505(¢}
The directions for use; HO §12-505(b)(2)(ii) and HG §21-22 i(a)(S)(ii}
The required cautionary statements or auxilia:y.}abelé; HG §21~221(a)(5)(iii)
The name of generic manufacturer; and HO §12-504(d)(2) and §12-505(2)(2) -
The expitation dato is indicated; HO §12-505(b)2) o |

NN N N N

Yes No ‘ ] . .
mﬁ The pharmacist and technician initials are on prescriptions, COMAR 10.34.08.01 Mo %GMLM =
=t Original prescriptions are dispensed within 120 days after the issue date, HO §12-503

7. QUALITY ASSURANCE ~ PATIENT SAFETY / MEDICATION ERRORS

YesNo

@7 There are written procedures to follow when reporting a suspected medication error to the
pexmit holder, pharmacist, health care facility, or other health care provider,
COMAR 10.24.26.02

@ The pharmacy maintains a minimum of two (2) continuous years of records clearly
demonstrating the content of annual educational training provided to each member of the '
pharmacy staff involved in the medication delivery system regarding the role and responsibility
of pharmacy staff in proventing medication errors. COMAR 10.34.26.03B

8. CONFIDENTIALTY

YesNo .

@1 Confidentiality is maintained in the creating, storing, accessing, disposal and disclosure of
patient records. HO §12-403(b)(13), COMAR 10.34.10.03A and TIPAA Regulations

w1 Any identifiable information contained in a patient’s record is not disclosed unless authorized

by the patient, or an order of the court, or as authorized pursuant to HHG §4-301 through §4-307.
COMAR 10.34.10.03B :

9, INVENTORY CONTROL PROCEDURES
Yaj ‘Nn 3

O& The pharmacy maintains invoices as required by law for accurate control and accountability
of all pharmaceuticals. COMAR10.34.24.03

4
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Yes Mo ) :
E;IIE’/'The'pharmacy_ has written policies and procedures for the safe handling of drug recalls.
‘ See www.recalls.gov .

@ﬁ_ The pharmacy maintains records of all recalls, See www.recalls.gov

E![E/ The pharinacy has a procedure in "place for removal of all expired drugs; (both prescription
and OTC) COMAR 10.34.12.01

10, CONTROLLED SUBSTANCES

Yes No
lﬁ F1 A perpetual inventory is inaintained for Schedule IT controlled substances. (recommended) (j,mdumh‘ fa,b{ €

I’_'EEJ/ The pharmacy has a copy of the most recent required biennial inventory of Schedule II-V

controlled substances. COMAR 10.19.03.05B
Inventory date: .

Ei@’/ Inventory completed at épening or Closing of business date:

m#3  The inventories and records of Schedule TI-V drugs are maintained and readily available.
COMAR 10.19.03.05 and 21 CFR 1304.03

DE!/ Records are kept of all receipts of controlied substances entered into the pharmacy inventory
' (including DEA Form 222 or CSOS orders). COMAR 10.19.03.03

] The prescription label for controlled drugs include the following warning: “CAUTION: -
Federal law proliibiis the transfer of this drug o any person other than the patient for
whom ¥ was prescribed %, in G-point type or the Pharmacy utilizes an auxiliaty
label that contains this warning, COMAR 10. 19.03.08D(1)

@ Schedule II controlled substances ar@hmugboufﬂ}e stock of non-controlled

substances, or stored in such a mannét a5 fo obstruct theft or diversion, -
COMAR 10.19.03.12B(2) :

#E  All controlled substances prescriptions bear the name and address of the prescriber and patient.
COMAR 10.19.03.07D(1) : _

@3 The permit holder or pharmacist designee(s) has written policies and procedures for
investigating discrepancies and reperting of theft or loss. COMAR 10.19.03.12B(4)

11, AUFTOMATED MEDICATION SYSTEMS Yes ONo Mf No, go t6 #12)
Yes Mo

OO The facility uses an automated device(s) as defined in COMAR 10.34.28.02.

/U/4

Policies and procedures exist for (check all that apply): COMAR 10.34.28.05
Yes No

OO0 Control of access to the device.

O - Accounting for medication added and removed from the system.

: 5
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. YesNo .
[0 Sufficient safeguards are in pléce to ensure accurate replenishment of the automated
medication system, If yes, describe safe guards. COMAR 10.34.28.06

Adequate records arc maintained for at Jeast two years addressing the following (check all that
apply). COMAR 10.34.28.11

Yes No
Ol Maintenance records.

0101 . System failure re;_)orts.

00 Acguracy audits. .

00  Quality Assurance Reports.

0O  Reports on system access and changes in access.

003~ Training records.

001 Devices installed after September 1, 2003 operate in a manner to limit simultaneous
access to multiple strengths, forms and drug entities, and minimize the. *
potential for misidentification of medications, dosages, and dosage forms accessed
{}) /ﬁ[ from the automated medication system. COMAR 10.34.28.04B

The pharmacy has records, docﬁments, or other pvidencé of a quality

(im .
\/ﬂ assurance program regarding the automated medication system in accordance with the
requirements of COMAR 10.34.28

12. OUTSOURCING Yes I No i (if No, go to #13)
YesNo ’ ‘ '
"0 The facility outsources the preparation or performs outsourcing functions for other
phatmacies. COMAR 10.34.04.02
[0} The facility serves as a primary. pharmacy outsourcer to other pharmacies.
N i _COMAR 10.34.04.02 _
CJC1 The facility serves as a secondary pharmacy. COMAR 10.34.04.02

CI03 Written policies exist for maintenance of documentation regarding transfer of
prescription records. COMAR 10.34.04.06

0Or]  Documentation is maintained, including the names and locations of the pharmacies,
of pharmacists, and a record of the preparations made. COMAR 10.34.04.03 and .05

names

6
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. YesNo

00 The permit holder employs an outside agency/business entity for the provision
of any Pharmacy services, inclusive of staffing remote order entry, and management,
N : If yes: Name of agency, state of incorporation, service contracted, and State of Maryland
| /Pr Ticense/permit number: COMAR. 10.34.04.06E .

Od  The pérmit holder has written policies and procedures to specify the duties that may be performed
by outside personnel. COMAR 10.34.21.03B(3) ' '

If the pharmacy outsources a prescription order:

OO Theoriginal prescription order is filed as a prescription order at the primary pharmacy.
COMAR 10.34.04.06D '

The pharmacist from the primary pharmacy decuments in 2 readily refrievable and identifiable manner -
(Check all that apply): COMAR 10.34.04.06 :

YesNe
OO The prescription order was prepared by a secondary pharmacy, '

\31(_

003 The name of the secondary pharmacy.
3 The name of the pharmacist who transmitted the prescriﬁtion order to the secondary
- pharmacy. ‘
[0 The name of the pharmacist at the secondary pharmacy to whom the prescription order was

transmitted if the fransmission occurred in an oral manner.

O The date on which the prescription was transmitted to the secondary pharmacy.
[100 The date on which the medication was sent to the primary pharmacy.
Yes No
D0 The primary and secondary pharmacies are both licensed in the State of Maryland, or operated
by the federal government. COMAR 10.34.04.06F -

00} The primary pharmacy maintains, in a readily retrievable and identifiable mannér, a record of
preparations received from the secondary pharmacy. COMAR 10.34.04.06G '

The permit bolder at the secondary pharmacy maintains documentatién in a readily retrisvable.
and identifiable manner, which includes (check all that apply): COMAR 10.34.04.07
ﬁ\ P‘ YesNe ‘ )
‘[0 Records of the prescription orders transmitied from another pharmacy.

OO The name and information identifying the specific location of the primary pharmacy.
0JO3 The name of the pharmacist who transmitted the prescription to the secondary pharmacy
if the transmission occurred in an oral mauner. : ‘
7

410-764-4755 » Fax 410-358-9512 » Toll Free 800-542-4964
DEMH 1-877-463-3464 » Maryland Relay Service 1-800-735-2258

TA7ah Citar tararur mahnn oro




CONTROLLED DANGEROUS SUBSATNCES

WORKSHEET
Perpetual Scheduled IT Audit
Rx# '
Drug Actual Count Perpetual Inventory
. ;
2.
3.
4,
Comments;
Biennial Schedule IT Audit
Diug
Inventory
Purchases
Total Available
Dispensed
Expected Inventory
Actual Inventory

Discrepancy

Inspecﬁon Comments

Schedule I Invoice Review . . N
Plesar <hom anddae ol insiees G5 Yhan axe realeved
antd atfecty 0803 ordec Yo dhe Nnwnted @S Weldl,

Schedule I - V Invoice Review " o .
'?Le,a,ae, Stem cva cﬂa)re, ca.\\ tnYSee §
as ul-kua oxe _vemeved ynvo \We @J\mmwa

Schedule XI Prescription Review #.72.3/4 _ -# 2334 ?‘ -
Tlease Yot Suce do use dhe corvech DEA numdser Yor Yoo poesenloing
pysition., Teequenkly usng DEAH AT 4197357 on CI geestriphions

j ! .
Schedule T -V Preseription Review #.2{ 440 - B
Vleast boe aure o bae Yo Corvery DEA Mmoo Por e
%xr{gcx\\g?& ne \:\ﬁ\%&&mﬁ.




YesNo
{00 The name of the pharmacist at
preseription order. _ :
iJ / ﬁ’ T[] The name of the pharmacist at the secondacy pharmacy who prepared the prescription
order, C

O]  The date on which the prescription order was received at the secondary pharmacy,

the secondary pharmacy who accepted the fransmitted

OO ‘The date on which the prepared product was sent to the primary pharmacy if it was sent
back to the primary pharmacy.

Inspectors Comments: - ' :
BV eoae. Tox 0 Copy OF voritren pobea and precedure for handhng of
" rog realls o Sy o Hiea fdtn JZesnille MChnigdd CPLT Wyp-358-9512 -
E) P ae: plote o Werm et 1n e mtdresdhimrebrigucetern Ao
Yompurahire wWas aole doloe Yoden, A d
@)ES‘:{;‘::I.I"-QCQ_)_){‘MSt Coldinivr 980 | Bm i d- Q-89 Pualaguwin 324n 13-68%
Lisenopa| 1omg 12-08; Melulphihidnte, dbmg ~03; Effexor XR 3?%%@
10-08; Metolazene. 3-64 . Sordealing B0mg 1= 08 plotudin Sog 3- 095~
Die) ofenas, 180 |- 08 Metormin s8opmy Mocrp date s Loreg CR a&f;q
Mo evo doke., it anded. drig ettes ollled From aho\e dofal of
e botles, Mo drus name. Io¥ mumber s ipncation dates  on
Yhe nerles, - © ' _r ‘ |
@)?M&% et o oreamia) wyenYery of CDS, Tax: fitkn
N M%ﬁrﬁ QR0 M- @'?5{9 2

——

Twillde o rﬁ“iﬁfﬂﬁﬂ“h\ﬂ1 pf M Q)\&W“m% G ol di\é}i:sn

T T
B

PIHAIRIMACY S
306 5 v

RS O S M
Dr. Brown, R

RITALIN-LA 20MG CAP (NOVARTIS)#’EBO
TAKE 1 CAPSULE TWICE DAILY

REFILLS: MB Exp Date: Apr 2010
Date Filled: 04/22/0%

Inspector Signature V‘Z/&%M}éﬁb ‘4m %W(‘/ﬂv{—/ C’?lCF ' .
,ﬂiﬁk an_Bhnan ﬂw/ Date: Y- dd— 29

Pharmacist Name:
(Printj
Signature: s dh e

FINAL 02/2778 f——_
. 8
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INSPECTION FORM REVIEWER’S NOTES
Corporate Pharmacy Name %,"W . : U NN M L(/]

Pharmacy Name-Doing Business As (d/b/a) or%rade Name

Inspection Date: Maryland Pharmacy Permit Nnmber r)g (44 %Zfz /
‘_ﬁ&_ﬂ_&_—cz@a_! Ay -f’f\,e cx ¢ P < M .

M //hr:{@o;?,,m % ’/7»—@

r{ﬁa &t&_,m/ . = ,
' Z ?/fOf/o;/
" |
T
i —— é’{;\:&d% ? ’ S
Cant e VLo,

Reviewer inifials é,é" >
Date: ?(/ 2.87 4 ?




STATE OF MARYLAND

MARYLAND BOARD OF PHARMACY
4201 Patterson Avenues Baltimore, Maryland 21215-2299 6
Donald Taylor, Board President - LaVerne G, Naeseq, Executive Director

COMMUNITY PHARMACY INSPECTION FORM

Department of Health and Mental Hygiene

1. PERMITS AND LICENSES

Corporate Pharmacy Name S L3 ¥, X hosevety
Pharmacy Name-Doing Business As (d/b/a) or Trade Namé
Streot Address 200> Hoicraxstomon Bel, Cleasville M. 21206
Business Telephone Number 410-4¢lo- 74,8 Business Fax Number

Maryland Pharmacy Permit Number Yowytl Expiration __12-31- 59

CDS Registration Number Y644 P Expiration _ &= 30 /¢

DEA Registration Number RBI99 ,L,N 58 Expiration _»7 - 29 -1 2 ,
Pharmacy Hours: M- Thaoes 65%um- 8% Try, B9 N Sat. Clowa, Sum. i Bam-3pm
Tuspection Date: _3-1.3° 0% Axrival Time: _[ } D9pm Departure Time: __ & S0pm

Name of Inspector: - 2 oozlle ME

Type of Inspection: gjening Annual (Elgf;{gﬁous Date: 4-22-59
J .

YesNo
08 The pharmacy department provides service 24 hours a day.
~ COMAR 10.34.05. .

E( 01 The pharmacy hours of operation are prominently displayed,
COMAR 10.34.05.038

IEﬁI] All permits, licenses, and registrations are posted conspicuously.
HO §12-311, HO §12-408(b) and HO §12-6B-08

D[B/ The pharmacy performs sterilo compounding. (If yes, complete Sterile
vCompounding Inspection Form) COMAR 10.34.19

DM/ The pharmacy provides services to Long Term Care facilities or assisted living facilities.
(If yes, complete Long Term Care Inspection Form)
COMAR 10.34.23

le The pharmacy fills original prescriptions received via the intemnet.

If yes, how do pharmacists verify that a relationship exists between the patient and the prescriber,

HG §21-220; COMAR 10,19.03.02 and .07

1
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2. PERSONNEL (COMAR 10.34.03.05)

Namﬂeff Pharmacist/Manager who is charged with ensuring compliance with all applicable laws

o Bredunam Soxd

Exp. Date

 Pharmacist Employees License #
Medron Ratwaoe Bued #1207k (=B80~r0
(attach Hist if necessary)
Registered Technicians . Registration # . Exp. Date
(attach list if necessary)
Suppott Personnel Title Duties
(attach list if necessary)

3. PERSONNEL TRAINING

YesNo

OO There are policies and procedures to specify dutics that may be performed by ancillary
personnel under the supervision of a licensed pharmacist, COMAR 10.34.21.03A and C

0T All unlicensed personnel who perform tasks in the pharmacy receive documented training for the
tasks they perform. COMAR10.34.21.03D

All personnel have received training in: (check all that apply) COMAR 10.34.21 03B(3)-(4)
YesNo

Ci0 Maintaining records

OO VPatient confidentiality

D101 Sanitation, hygiene, infection control

(101 Biohazard precautions

D] Patient safety and medication errors COMAR 10.34.26.03

2
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Yes No
001 There is an ongoing quality assurance program that documents the competency and accuracy of all

assigned tasks. COMAR 10.34.21.03E

4. SECURITY COMAR 10.34.05

Yes No ] .

OO The pharmacy is designed to prevent unauthorized entry when the prescription area is closed during
any period that the rest of the establishment is open. (If yes, briefly describe how access is
restricted.) COMAR 10.34.05.02A(5)

OO0 The pharmacy and/or pharmacy depaftment has a security system. COMAR 10.34.05.02A(2)
C10 Entry access is restricted to pharmacists only. - COMAR 10.34.05.02A(3)

5. PHYSICAL REQUIREMENTS AND EQUIPMENT

Yes No .
[JO Pharmacy area is clean, neat, and organized. HO §12-403(b)(1 D)2

Ot The pharmacy p.rovides a compounding service (non-sterile procedures).
YesNo
01 Ifyes, the pharmacy maintains equipment that enables it to prepare and dispense
prescriptions properly within its scope of practice. COMAR 10.34.07.02

(0O The pharmacy has a Class A prescription balance and weights, or a prescription balance with
equivalent or superior sensitivity. COMAR 10.34.07.01A ’

0O The pharmacy has hot and cold running water.

(003 The medication refrigerator(s) contain non-prescription items. COMAR 10.34.07.01B
.01 The medication refrigerator(s) have a thermometer. COMAR 10.34.07.01B
E‘Zﬁ The eurrent temperature of the medication refrigerator(s) is between (3 6F-46F), USPH b5

OO The current temperature of the pharmacy department is between [59 to 86 degrees F1.
COMAR 10.34.05.02A(1)(a) |

10 The pharmacy maintains a library of current reference sources consistent with its scope
of practice that is accessible to all appropriate personnel. COMAR 10.34.07.03

[1E} The pharmacy has online resources, HO §12-403(b)(15)

{10 The pharmacy possesses the current edition of The Maryland Pharmacy Laws and
Regulations. HO §$12-403(b)(10)(¥)

6. PRESCRIPTION LABELING, FILES, AND STORAGE

YesNo .

OQ Hard copy prescription files are maintained chronologically for 5 years. HO § 12-403(b)(13)
The following label requirements are met if a drug is dispensed pursuant fo a prescription.
HO §12-505 '
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YesNo
OO The name and address of the pharmacy; HG §21-221(a)(1)

OO  The serial number of the prescription; HG §21-221(a)(2)

OO0  The date the prescription was filled; HO §12-505(b)(1) and HG §2 1-221(a)(3)
[0 The name of the prescriber; HG §21-221{a)(#) '

OO0 The name of the patient; HG §21-221@)(5)()

0OF1  The name and strength of the drug or devices; HO §12-505(c)

0O The directions for use; HO §12-505(b)(2)(ii) and HG §|21—221‘(a)(5)(ii) :

1 The required cautionary statements or auxiliary 1ébels; HG §21-221(a)(5)(iD)
OO0 The name of generic manufacturer; and HO §12-504(d)(2) and §12-505(c)2) -

OO  The expiration daie is indieated; HO §12-505(b)(2)
Yes.No ;
O3 The pharmacist and technician initials are on prescriptions, COMAR 10.34.08.01

0l Originél prescriptions are dispensed within 120 days after the issue date. HO §12-503

7, QUALITY ASSURANCE — PATIENT SAFETY / MEDICATION ERRORS

YesNo

[0} There are written procedures to follow when reporting a suspected medication exror to the
permit holder, pharmacist, health care facility, or other health care provider,
COMAR 10.34.26.02

0O The pharmacy maintains a minimum of two (2) continuous years of records clearly
demonstrating the content of annual educational training provided to each member of the
pharmacy staff involved in the medication delivery system regarding the role and responsibility
of pharmacy staff in preventing medication ertors, COMAR 10.34.26.038

8. CONFIDENTIALTY

Yes No

001 Confidentiality is maintained in the creating, storing, accessing, disposal and disclosure of
patient records. HO §12-403(b)(13), COMAR 10.34.10.03A and HIPAA Regulations

[100  Any identifiable information contained in a patient’s record is not disclosed unless authorized
by the patient, or an order of the court, or as authorized pursuant to HG §4-301 through §4-307.
COMAR 10.34.10.03B

9, INVENTORY CONTROL PROCEDURES
Yes No

i sfi?ii'he pharmacy maintains invoices as required by law for accurate control and accountability
of all pharmaceuticals. COMARL10.34.24.03
s |

4

410-764-4755 o Fax 410-358-9512 ¢ Toli Free 800-542-4964
DIIMH 1-877-463-3464 ¢ Maryland Relay Service 1-800-735-2258
Web Site: www.mdbop.org ‘




Yes No

I - The pharmacy has written policies and procedures for the safe handling of drug recalls.
See www.recalls.gov

)0 The pharmacy maintains records of all recalls. See www.recalls.gov

[E( [] The pharinacy has a procedure in place for removal of all expired drugs; (both prescription
and OTC) COMAR 10.34.12.01 '

10, CONTROLLED SUBSTANCES

Yes No
08 A perpetual inveﬁtory is maintained for Schedule II controlled substances. (recominended)

B The pharmacy has a copy of the most recent required biennial inventory of Schedule II-V
controlled substances, COMAR 10.19.03.05B

. Inventory date: - -

wil Inventory completed at Opening or Closing of business date: 5-8-59

OO The inventories and records of Schedule II-V drugs are maintained and readily available.
COMAR 10.19.03.05 and 21 CFR 1304.03

(361 Records are kept of all receipts of controlled substances entered into the pharmacy inventory
(inctuding DEA Form 222 or CS08 orders). COMAR 10.19.03.05

00 The preseription label for controlled drugs include the following warning: “CAUTION:
Federal law prokibits the transfer of this drug fo any person other than the patient for
whom it was prescribed “, in 6-point type or the Pharmacy utilizes an auxiliary
label that contains this warning. COMAR 10.19.03.08D(1)

01 Schedule XI controlled substances are dispersed throughout the stock of non-controlled
substances, or stored in such a manner as to obstruct theft or diversion,

COMAR 10.15.03.12B(2) :
OO0 All controlled substances prescriptions bear the name and address of the prescriber and patient.
COMAR 10.19.03.07D(1) '

(0 The permit holder or pharmacist designee(s) has written policies and procednres for
investigating discrepancies and reporting of theft or loss. COMAR 10.19.03.12B(4)

11. AUTOMATED MEDICATION SYSTEMS Yes CINo [T {if No, go to #12)
Yes No

OO0 The facility uses an automated device(s) as defined in COMAR 10.34.28.02,

Policies and procedures exist for (check all that apply): COMAR 10.34.28.05
YesNo

0 Control of access to the device.

[0 - Accounting for medication added and removed from the system.

5
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Yes No
OO Sufficient safeguards are in place to ensure accurate replenishment of the automated
medication system. If yes, describe safe guards. COMAR 10.34.28.06

Adeguate records are maintained for at least two years addressing the following (check all that
apply). COMAR 10.34.28.11

Yes No
O  Maintenance records.
O . System failure reports.
OO Accuracy audits.
oo - Quaiity Assurance Reports.
(Il Reports on system access and changes in access.
CI0  Training records.
. YesNo '

OO  Devices installed after September 1, 2003 operate in a manner to limit simultaneous

access to multiple strengths, forms and drug entities, and minimize the
potential for misidentification of medications, dosages, and dosage forms accessed
from the automated medication system, COMAR 10.34.28.04B

OO The pharmacy has records, documents, or other evidence of a quality
assurance program regarding the automated medication system in accordance with the
requirements of COMAR 10.34.28

12. OUTSOURCING Yes O No O (ifNo, go to #13)
YesNo )

MO The facility outsources the preparation or performs outsourcing functions for other
pharmacies. COMAR 10.34.04.02 ‘

O The facility serves as a primary pharmacy outsourcer to other pharmacies.
COMAR 10.34.04.02 '

O The facility serves as a secondary pharmacy. COMAR 10.34.04.02
CJ0] Written policies exist for maintenance of documentation regarding transfer of
prescription records. COMAR 10.34.04.06

(1] Documentation is maintained, including the names and locations of the pharmacies,
names of pharmacists, and a record of the preparations made. COMAR 10.34.04.03 and .05

6
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Yes No

1O The permit holder employs an outside agency/business entity for the provision
of any Pharmacy services, inclusive of staffing remote order entry, and management,
If yes: Name of agency, state of incorporation, service contracted, and State of Maryland
License/permit number: COMAR 10.34.04.06E :

(10 The péxmit holder has written policies and procedures to specify the duties that may be performed
by outside personnel. COMAR 10.34.21.03B(3)

If the pharmacy outsources a prescription order:

(0O The original preseription order is filed as a prescription order at the primary pharmacy.
COMAR 10.34.04.06D

The pharmaciﬁ from the primary pharmacy documents in a readily retrievable and identifiable manner
(Check all that apply): COMAR 10.34.04.06

Yes No
O The prescription order was prepared by a secondary pharmacy.

0OFF The name of the secondary pharmacy.

[0 The name of the pharmacist who transmitted the prescripﬁon order to the secondary
pharmacy.

[0} ‘The name of the pharmacist at the sccondary pharmacy to whom the prescription order was
transmitted if the transmission occurred in an oral manner.

OO The date on which the prescription was transmitted to the secondary pharmacy.

0101 The date on which the medication was sent to the primary pharmacy.
Yes Na

[I] The primary and secondary pharmacies are both licénsed in the State of Maryland, or operated
by the federal government. COMAR 10.34.04.06F :

OO The primary pharmacy maintains, in a readily retrievable and identifiable manner, a record of
preparations received from the secondary pharmacy. COMAR 10.34.04.06G

The permit holder at the secondary pharmacy maintains documentation in a readily retrievable.
and identifiable manner, which includes (check al that apply): COMAR 10.34.04.07

YesNo
.00 Records of the prescription orders transmitted from anotber pharmacy.

(00 The name and information identifying the specific location of the primary pharmacy.

OO The name of the pharmacist who transmitted the prescription to the secondary pharmacy
if the transmission oceurred in an oral manner.
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CONTROLLED DANGEROUS SUBSATNCES
WORKSHEET

Perpetual Scheduled IT Andit
Rx# '

"~ Drug Actual Count Perpetual Inventory

. Commenf{s:

Biennial Schedule If Audit

Drug

Inventory
Purchases
Total Available
Dispensed
Expected Inventory
Actual Inventory
Disciepancy

Inspection Comments

Schedule I invoice Review

Schedule ITT - V Invoice Review

Schedule I Prescription Review  # -#

Schedule I - V Prescription Review # - #




YesNo
OO The name of the pharmacist at the secondary pharmacy who accepted the transmitted
prescription order,
OO The name of the pharmacist at the secondary pharmacy who' prepared the prescnptlon
order,
00O The date on-which the prescription order was receivéd at the secondary pharmacy.

LI The date on which the prepared product was sent to the primary pharmacy if it was sent
back to the primary pharmacy.

Inspectors Comments:

@)J?fwmes Loy CT's and CTE are net ﬂﬁ&tﬁﬂtﬂd olates!, O Spuorces
olo nof ha,vz }é# 299 frm or C8OS atine _

InspectorS:tgnature ZLUML(,&Q, M? %’Iéj/ C/ﬁf«’/

Pharmacist Name; A4 é’ E leh & &, 13 Wb g&t/ Date: 5 ~[ 3~ 0{7
(Print) _ _
Signature: m
(V="
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STATE OF MARYLAND

Department of Health and Jvenit 1;-51{1’;51?“‘? oo meny BN F L ATEmG,
—_— - Martin O 'Malley, Govzritor - AnthenyG. B by / {jd{; 1 o 8. € 5E,E‘r;srs, Secretors
DHMH_ et e ot
4 .2 £ - Cﬁ ) é, é}:f_ ff-
MARYLAND BOARD OF PHARMACY ( i . o LOPY
£901 Patlerson Aventes Baltimore, Maryland 21215-2299 el
Donald Tavior, Board President - LaVerne G, Naesea, Executive Dlvector -éb ( o { T + ?'_ st

o . Theo
COMMUNITY PHARMACY INSPECTION FORM Q’-TI v

Corporate Pharmacy Name DA ?“LE

Pharmacy Name-Doing Business as (d/b/a} or, Trade Namie .
Sipest Address 366 Pashersterem Ad, g sulle, P10 27288
Business Telephone Number /& 56 ~ 7 t& Business Fax Number
Tnspectton Bate: Z- 237/ Arrival Time_ 15180 Departure Time_(. . 5 ¢ R
Type of Inspectiopr-Anaual Follow-up Provigus Date: '
Name of Inspecta;?:'_’ Jeaue flE M -‘Mj}f St

1. GENERAL INFORMATION

Yes No
#a  The pharmacy hours of operation are prominently displayed if the prescription area is not open the

same hours as the establishment. . - - .
Pharmacy Hosrs: __Plost ~Fri & o 18 Sl Closed Swon. 1Cam ~Ipm
of Al permits, icenses, and registrations are posted conspicuously.

HO § 12-311, HO § 12-408(b) and FO § 12-6B-08

Maryland Pharmacy Pernit Number 1oy 471 Expiration Bate: r2-3j-//
CDS Repistration Number e 2476 Expivation Date: £-527 /&
DEA Registration Nuamber BOYI6T 1 EE Expiration Date: 227~ /%

o The pharmacy performs sterile compounding, (If yes, complete Sterile Compounding Inspection
Foray COMAR 10.34.19

o™ The pharmacy provides services to Long Term Care facilities or assisted living facilities.
(if yes, complete Long Term Care Tnspection Form) COMAR 10.34.23

Yes No

niz | The pharmacy (s oviginal prescriptions receivad via the mlernuk

o The pharmacy fills original presoriptions Via e-preseritang.

o’ The pharmacist fills mail order prescriptions.

I yes to any of the above, how does the pharmacist verify that a relationship exists between the patient
and the proscriber? 21 C.ER. § 1306.04, HG § 21-220; COMAR 10.19.03.02 and .07

Comments:

.1
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2. PERSONNEL
Name of Pharmacist/Manager who is charged with ensuring compliance with all applicabls laws
Mevreon  Budanaeom foiadd

Pharmacist Employses _License # xp Date
Mehvan  Pebhnem foud F 16t o (-G8 -7C

(Attach Hst if necessary)

Registered Techmclans Registration # Fxp Date
"\] Y- ‘-AN L s

{Attached list if necessary)

Unlicensed Peesonnel (non-registerad) Title Duties

(Attach {ist if necessaxy)~
3. PERSONNEL TRAINING  pJg Teehjycjams

Yes No
o There are written policies and procedures to specify duties that may be performed by unlicensed

personnel under the supervision of a licensed pharmacist. COMAR 10.34.21.03 and 10.34.21.05
oo All unlicensed personnel who perform tasks in the pharmacy receive do.,umenfcd training for the
tasks they perform. COMAR 1034.21.03B(1)

A1l personns! have received training in: (check & ihat apply) COMAR 10.34 2E 03800 end {4}
Yes No
oo Maintaining records
oo Patient confidentiality
o Sanitation, hygiene, infection control
oo Blohazard precautions
on  Patient safety and medication errorg COMAR 190,34.26.03

Cammeants:

4, SECURITY COMAR 10.34.05
o .
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Yes Mo
@y The pharmacy is designed to prevent unauthorized entry when the preseription area is closed during
any period that the rest of the establishment is open. (If yes, briefly describe how access is
resteieted,) COMAR 10.34.05.02A (5)

The pharmacy and/or pharmacy department has a security system. COMAR 10.34.05.02A ()

The permit holder shall prevent an individual from being in the prescription area unless a.
pharmacist is immediately available on the premises o provide phacmacy services. COMAR
10.34.05.02A (3)

Comments:

%\ %\

5, PHYSICAL REQUIREMENTS AND EQUIPMENT

Yes No
gt Pharmacy area is clean and ordery. HO § 12-403(b) (11} (ii)2.
@t ‘The phacmacy provides a componnding service {non-sterile procedures).

Yes Mo :
g If yes, the phanmacy maintains equipment that enables it to prepare and dispense

prascriptions properly within its scope of practice, COMAR 10.34.07.02

Yes Ho
@h The pharmacy has a Class A prescription balance and weights, or a prescription balance with

; equivalent or superior sensitivity,. COMAR 10.34.07.61A

&n ‘The pharmacy has hot an d cold rupning water,

o The medication refiigerator(s) contain only prescription items. COMAR 10.34,07.01B

afs The medication refrigerator(s) have a thermoreter and the current temperature is hetween
(36-46F) USP _ COMAR 10.34.07.01B

Temperatuce____ oo
The current temperature of the pharmacy depattment is between 59 to 86 degrees F.
COMAR 10.34,05.02A (1)(2)

Temperatute .
_;,3;#_&5— [f the phannacy stocks medications requiring freezing, the freszer is maintained af temperatares

required by the medications sforad within it
Temperaiurs .

oo The pharmacy mainiains at all tmes a clTent refsrence hibrary hat s appropiiate w med the nesds
of the practice specialty of that pharmacy and the copsumers the pharmacy serves. HO § 12-403(b)(10)
@t The pharmacy has online cesourees. HO § 12-403(b)(15)

- . i r : R P i FRLy
Comprents: 1hat’c i el d e rig S IR 2 paraasrarsegiag l%*{-’r Ry SR I L
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6. PRESCRIPTION LABELING, FILES, AND STORAGE

Yes No .
&0 Prescription files for each prescription prepared or dispensed are made and kept on file for at least 5

vears, HO § 12-403(b)(13)(D)

The following Iabel requirements are met if 2 drug is dispensed pursuant to a prescription:
HO § 122505

Yes No
oty 'The name and address of the pharmacy; HG § 21-221{a)(1)
4 The serjal mumber of the prescription; HG § 21-221(2}(2)

afl
a6 The date the prescription was filled; HO § 12-505(b)(1) and HG §21-221{a)(3)
gt The name of the prescriber; HG § 21-221(a)(%) ,
tzr\’; . The mame of the patient; HG § 21-221(a)(5)(})
wh  The name and strength of the drug or devices; HO § 12-305(c)
o6 The directions for tse; HO § 12-505(b)2)(i) and HG §21-221(=)(S)(i)
pfi  The required cautionary statements or auxiliary labels; HG § 21-221{a)(5)(ii1)
g The name of generic manufacturer; and HO §§ 12-504(d)(2) and 12-505(c)(2)
mfi  The expiration date is indicated; HO § 12-505(b)2)

Yes Mo :

o5y’ The pharmacist and data-ontry technician initials are on prescriptions. COMAR 10.34.08.01
g6 Original preseriptions are dispensed within 120 days after the issue date. HO § 12-503

Cotnmeniss

1, QUALITY ASSURANCE ~ PATIENT SAFETY I MEDICATION ERRORS

Yes No
0@ There are written policies that inform patients of the procedure to follow when reporting a suspected

medication error to the permit holder, pharmacist, health care facility, or other health care povider.
COMAR 10.34.26.02

nd The pharmacy maintains 2 minimom of two (2} continuons vears of records clearly demonstrating
the content of snnual educational training provided to each member of the pharmacy staff invalved
in the medication delivery system regarding the rules and responsibitities of pharmacy staff in
preventing medication errors. COMAR 10.34.26,438

oo There is an ongoing quality sssurance program that documents ihe competency and accuracy of all
assipned tasks. COMAR 10.34.21.03E

Comments: Yt Dleomv LT lod 1o ﬂz,c;iwu@ Avis,
A “ %
3
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8. CONFIDENTIALTY

Yes Mo
oty Confidentiality is maintained in the creation, storage, access digposal and disclosure of patient

records. HO § 12-403(b)(13), COMAR 10.34.10.03A and HIPAA Regulations:

wh  Any identifiable information contained in 2 patient’s record is not disclosed unless authorized by the
patient, or an order of the court, or a8 anthorized pursuant to HG §4-301 through §4-307.
COMAR 10.34,10.03B .

Commenis:

9, INVENTORY CONTROL PROCEDURES

YesHo .
gt The pharmacy maintains invoices as required by law for accurate control and accountability of all

pharmaceuticals. COMARI0.34.24.03
o’ The pharmacy has a procedure in place for removal of all expired drugs (both prescription and

OTC). COMAR 10.34.12,01

Conrmentst

16, CONTROLLED SUBSTANCES

-~

. T/ I . .
Power of Attorney :"1 SNV a0 3\1;,;;\,-;. ALY 'Léxdg

Ves Mo

wh  The pharmacy has a record of the most recent required biennisl inventory of Schedule H-V
contvolled substances, COMAR 10.19.03.05B

fnventory date: -8 1

- Biennial Inventory completed at Opening orClosing.(eircle ong)

aa” The imvesfories and records of Sehedule -V drugs are meinmined and readily available.
COMAR 10.12.03.05 and 21 CFR 1304.03

o Records are kept of all receipts of controlied substances entersd into The pharmacy inveniory
(includiog DBA Form 222 er €308 orders). COMAR 1(.19.03.05

on’ There are written policies and records for return of Cif, CIi-V.

e Hard sopy or electronjc prescription files are wmaintained chronologically for 5 years.

wts  Schedule I controlled substances ate dispetsed throughout the stock of non-conirolled substances or
stored in such 2 manner as fo obstruct theft or diversion. COMAR 10.19.83.12B (2)

ot Al controlled substances prescriptions bear the name and address of the prescriber and patient.
COMAR 10.19.03.07D (1)

®3 The permit halder or pharmacist designee(s) has written policies and procedures for investigating
discrepancies and reporting of theft or loss. COMAR 10.19.03.12B (4)

5
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Commenés:

11, AUTOMATED MEDICATION SYSTEMS Yes Ne a7(if Mo, go o #12)

Yes Mo
orr The facility uses an automated device(s) as defined in COMAR 10.34.28.02.

Policies and procedures exist for (check all that apply): COMAR 10.34.28.04A
Yes No -

po  Operation of the system

oo Training of personnel using the system

no  Operations during system downtime

oo Control of access to the device

no  Aecounting for medication added and removed from the system.

oo Sufficient safeguards are in place to ensure acourate replenishment of the antomated medication
systemn, If yes, describe safe guards, COMAR 10.3 4,28.06

o Adequate records are maintained for at least fwo years addressing the following (check all that
apply). COMAR 10.34.28.11 ‘

Yes No

oo Maintenance records.

oo System failurs reporis.

oo Accoracy audits.

oo Quality Assurance Reports.

B0 Reports on system access and changes in access.
oo Training records.

oo Devices installed after September 1, 2003 operate in a manaer fo limit simultancons access to
multiple strengths, dosage forms, or drmg entities, and minimize the potential for
misidentification of medications, dosages, and dosage forms accessed from ihie automated

medication systern. COMAR 10.24.28.04B
The pharmacy has records, documents, or ather avidence of a quslily assurande prOgZram

| ]
regarding the automated medication system it accordance with the requiremenis of
COMAR 10.34.28 :
Comments:
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12, OUTSOVRCING Yes O Mo 2’ {if No, go to #15)

Yes Na .
oo The facility outsources the preparation of medication or performs outsourcing functions for other

pharmacies. COMAR_10.34.04.02
oo The facility servesas 2 primary pharmacy outsourcer io other pharmacies.
COMAR 10.34.04.02 . '
gt The facility serves as @ secondary pharmacy. COMAR 10.34.04.02
oo The permit holder employs an outside agency/business entity for the provision of any pharmacy
services, inclusive of staffing, remote order entry, and management, )
If yes: Name of agency, state of incorporation, service confracted, and State of Maryland
License/Permit Number: COMAR 10.34.04.06E
Comments:
e

—

e s e

un  The permit holder has written policies and procedures o specify the duties that may be performed
by outside personnel. COMAR 10.34.21.03B(3)

If the pharmacy outsources 2 prescription ordern
on  The original prescription order is filed as a prescription order at the primary pharmacy.

COMAR. 10.34,04.06D

ao Written policies exist for maintenance of documentation regarding transfer of prescription records.
COMAR 10.34.04.06

oo Documentation is maintained, including the names and locations of the pharmaciss, names of
pharmacists, and a record of the preparations made. COMAR 10.34.04.03 and 05

The pharmacist from the primary pharmacy documents the following in 2 readily retrisvable and

identifiable manner: COMAR 10.34.04.06 (Check all that apply)

Yes No :
oo 'That the prescription order was prepared by 2 secondary pharmacy.

oo The name of the secondary pharmacy.
oo The name of the phacmacist who transmitted the prescription order to the secondary pharmacy'.

no  The name of the pharmacist at the secondary pharmacy (o whotm the prescription order was

sransmitted if the transmission oceurred in an oral marper.
mo  The date on which the preseription order was fransmitted fo the secondary pharmacy.

oo The date on which the med isation wag sent ta the primdry pharmacy.

Yes Mo
oo The primary and secondary pharmacies are both licensed in the State of Matyland, or operated by

the federal government. COMAR 10.34.04.06F
or The primary pharmacy maintzins, in a readily retrievable and Identifiable manner, a record of

preparations raceived from the secondary pharmacy. COMAR 10.34.04.06G

7

£10-764-4755 » Fax 410-358-9512 = Toll Free 800-542-4964
DHMH 1-877-463-3464 » Maryland Relay Service 1-800-735-2258
Web Site: www.mdbop.otg
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TAKE 1 CAPSULE IN THE MORNING
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410-764-4755 o Fax 410-358-9512 o Toll Free 800-542-4964
DHMH, 1-877-463-3464 o Maryland Relay Service 1-800-735- ?258
Web Site: wwwmdbop org




The permit holder at the secondary pharmacy maintains documentation in a readily refrievable

and identifiable manner, which includes: COMAR 10.34.04.07 (Check ail that apply)

Yes No

oo That'the prescription order was transmitted from another pharmacy.

oo The name and information identifying the specific location of the primary pharmacy.

oo The name of the pharmacist who transmitted the prescription fo the secondary pharmacy if the
transmission oceurred in an oral manner,

oo The name of the pharmacist at the secondary pharmacy who accepted the transmitted prescription
order.

ot The name of the pharmacist at the secondary pharmacy who prepared the prescription order.

oo The date on which the prescription order was recsived af the secondary pharmacy.

oo The date on which the prepared product was sent fo the primary pharmacy if it was sent back to the
primary phammacy,

13. Recommended Best Practices:

Yes Mo .

o & A perpetual inventory is mamtamed for Schedule If controlled substances.

o o Thete are documented contingency plans for continuing operations in an emergency and for
disaster recovery of required records,

w 0 The pharmacy has written policies and procedures for the safe handling of drug recalls,

See www.recalls.gov
o o The pharmacy maintains records of all recalls, See www.recalls.gov

Al B T < el b S, clated, cnd attached o Déd
223 fovin, -

Sz,g_(,__ltku«)"ﬁ.-«,‘_/& \&‘% -rc*r 5 LA;\‘{{“ C-\‘{'U-«Go

?bﬂr':.a/-:? of bv‘r“kf‘: wi{'{» ﬂu let &u,ﬁduw et ﬁ.é&ui L»‘Li &7,

Cols 233973 3 34246 Hoaybf #32502 #4422 70 432438 hove (i
BEAE A TN 1257 . Siucrol mresoniphion < Ghveadly et o dockor s
coyvetd \‘!5 i \'a‘;,\rrig\ b.\,\,\f\‘( ', \‘\.Qj( \‘,.i’-ii\ . ‘?\_K"" 34 555‘ s oo C}‘CC"E’Z:-Y' G
Redand Wi bon” Pass aod s DEAMSLAL,A27F S was azed oot
Fha (- m‘vwci e Fu}w {v\iw'] PIEABL Lo SReuenanad v Rl ‘%‘J-LW\; el s e Rr: hcv«-

£ 47 £ SO "V S G S, S Y

A \l TV '—l“ ﬁALLj‘l '*'\r-—a.ﬂ\c.ﬂm- f,,-,

TR ,9‘: ~ i
. ,-\.‘1.
}\,.-.'_."__:. AL A R o e _-___'v__\_-.A -._-.‘,_,_,_“;_.: = T U L S _-_ oy
PR ! '- . : - ey I . FE o I
N G R N O N T I L L T I R S T T R R
) N P S L e N <oy - iq
A L T W W o A rer g D R FY LIV RNt AT L VY T e el i
R 4
1 - 1Y
o P PO S 5ol
R W e GRALYR W S s nia GOV R e

LY "' R - . i- - . N i P
Lortvpdats  Coninidia on bk ssa i,

Ercpector Signature ,!**M" "’-t,u;— 7 7, //m, ):?nf CRT

Pharmacist Name (Print): 4, 2 hrsie g&_gm,‘“ (c%z Bintes & 503 /L
Signatﬁre: e ;"‘-:;,A _ _J)

FINAL 1050009 . . 8' o

410-764-4755 « Fax #10-358-9512 o Tall Free 800-542-4964
DHMU 1-877-463-3464 ¢ Maryland Relay Service 1-800-735-2258
Welb Site: www.mdbop.org




INSPECTION FORM REVIEWER'S NOTES
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